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® Filter Standards s s yIwilin!
— GMP Regulatory Requirements il Slof 3
—Filter Classifications/ Performance Criteria 8 jSdos s jJlo/ jihd sl sy A
EN 1822 Filter Classifications
® Filter and Filter Housing Design and Construction ykd s je0g shd clw g 210
—Bag Filter Prefilters
—Pleated Prefilters
— Rigid Filters
— HEPA Filters
® Filter testing & Verification (commissioning and qualification) of air filters
190 Sl il (i 131 9 5310 61) 531 Ao g il alo 3T
— Factory Tests A, 40wl sl 3T
—Testing of HEPA Filters: Filter Integrity Leak Testing b yikd 5 by o
—Challenge Aerosols .
— Equipment Used for Filter Integrity Leak Testing yhd 5 ybsy Cund (51 3 03liiu! 8 590 O jugaxd

—Acceptance Criteria PN sl b
® Operations and Maintenance Oy Oldes
— Filter Storage hd o L3t
— Filter Bank Frames hd slgos
—Filter Life yhd g0
— Filter Repair Techniques yld wosd sleSwisS
—Filter Replacement hd a9 98
— Filter Serviceability phid g g g cls
— HEPA/ULPA Filter Installation  Wol/Ld yhd cuai Kigka>
® Training vigel

—Vendor/Contractor Training and Qualification versus In—House Training and Qualification
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® Example Form to Document the Installation of the Correct Filter yld zusuo o ( jlwiicumn (519 P 9 41903
® Example Form to Document Leak Testing of a HEPA Filter Lo yikd (i o ( lwichicino (51 33 39 4 god
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